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Policy              
Blue Cross and Blue Shield of Kansas City (Blue KC) will provide coverage for the oral 
hepatitis C virus (HCV) direct acting antivirals (DAAs) when it is determined to be 
medically necessary because the criteria shown below are met. 
 
Drugs affected: 

• Daklinza™ (daclatasvir tablets) 
• Epclusa® (velpatasvir/sofosbuvir tablets) 
• velpatasvir/sofosbuvir tablets (authorized generic to Epclusa) 
• Harvoni® (ledipasvir/sofosbuvir tablets) 
• ledipasvir/sofosbuvir tablets (authorized generic to Harvoni) 
• Mavyret™ (glecaprevir/pibrentasvir tablets) 
• Sovaldi (sofosbuvir tablets) 
•  Viekira Pak (ombitasvir, paritaprevir, and ritonavir tablets; dasabuvir tablets)  
• Vosevi™ (sofosbuvir/velpatasvir/voxilaprevir tablets) 
•  Zepatier™ (grazoprevir/elbasvir tablets) 

 
When Policy Topic is covered         
The Preferred Specialty Management (PSM) program requires the patient to try the 
preferred product, when clinically appropriate, prior to the approval of the non-preferred 
products.  The specific requirements of the program depend upon the clinical situation and 
the medication requested.   
 
Documentation:  Documentation will be required for patients requesting a non-
preferred product where noted in the criteria.  Documentation may include, but is 
not limited to, chart notes, prescription claims records, prescription receipts 
and/or laboratory data.   
 
Genotype Preferred Non-preferred 
1 – Chronic HCV Epclusa (brand), Harvoni 

(brand), Vosevi, and Zepatier 
Daklinza, Mavyret, Sovaldi, 
velpatasvir/sofosbuvir 
(generic), ledipasvir/sofosbuvir 
(generic), Viekira Pak 



2 – Chronic HCV Epclusa (brand), Vosevi Mavyret, 
velpatasvir/sofosbuvir 
(generic) 

3 – Chronic HCV Epclusa (brand), Vosevi Daklinza, Mavyret, Sovaldi, 
velpatasvir/sofosbuvir 
(generic) 

4 – Chronic HCV Epclusa (brand), Harvoni 
(brand), Vosevi, Zepatier 

 

Mavyret, 
velpatasvir/sofosbuvir 
(generic), ledipasvir/sofosbuvir 
(generic) 

5 or 6 – Chronic 
HCV 

Epclusa (brand), Harvoni 
(brand), Vosevi 

 

Mavyret, 
velpatasvir/sofosbuvir 
(generic), ledipasvir/sofosbuvir 
(generic) 

 
Recommended Exception Criteria 
 

Trade Name Exception 
Daklinza 
 
 

1. Genotype 1 Recurrent HCV Post-Liver Transplantation:  If the 
patient is NOT currently receiving Daklinza, approve Daklinza  

2. Genotype 1 Chronic HCV:  If the patient is NOT currently receiving 
Daklinza, approve if the patient meets all of the following criteria (A 
and B): 
A) The patient does not have compensated (Child-Pugh A) or 

decompensated (Child-Pugh B or C) cirrhosis (See Criteria 3); 
AND 

B) The patient has completed a course of therapy with ONE of 
Epclusa (brand or generic), Harvoni (brand or generic), Zepatier, 
or Vosevi and has documentation that he/she did not achieve a 
sustained viral response (SVR; virus undetectable 12 weeks 
following completion of therapy) with the respective therapy.  
[documentation required]; OR 

3. Genotype 1 Chronic HCV, Compensated or Decompensated 
Cirrhosis:  If the patient is NOT currently receiving Daklinza, 
approve if the patient meets both of the following criteria (A and B): 
A) The patient has compensated cirrhosis (Child-Pugh A) or 

decompensated (Child-Pugh B or C) cirrhosis. [documentation 
required]; AND 

B) The patient has completed a course of therapy with ONE of 
Epclusa (brand or generic) or Harvoni (brand or generic) and has 
documentation that he/she did not achieve a sustained viral 
response (SVR; virus undetectable 12 weeks following completion 
of therapy) with the respective therapy [documentation 
required]; OR 

4. Genotype 3 Chronic HCV:  If the patient is NOT currently receiving 
Daklinza, approve if the patient meets the following criteria (A and 
B): 
A) The patient does not have compensated (Child-Pugh A) or 

decompensated (Child-Pugh B or C) cirrhosis (See Criteria 5); 
AND 

B) The patient has tried ONE of Epclusa (brand or generic) or Vosevi 
and has documentation that he/she did not achieve a sustained 



viral response (SVR; virus undetectable 12 weeks following 
completion of therapy) with the respective therapy 
[documentation required]; OR 

5. Genotype 3 Chronic HCV, Compensated or Decompensated 
Cirrhosis:  If the patient is NOT currently receiving Daklinza, 
approve Daklinza if the patient meets both of the following criteria (A 
and B): 
A) The patient has compensated cirrhosis (Child-Pugh A) or 

decompensated (Child-Pugh B or C) cirrhosis. [documentation 
required]; AND 

B) The patient has completed a course of therapy with Epclusa 
(brand or generic) has documentation that he/she did not achieve 
a sustained viral response (SVR; virus undetectable 12 weeks 
following completion of therapy) with therapy [documentation 
required]; OR 

6. Genotype 2 OR 3 Recurrent HCV Post-Liver Transplantation:  
If the patient is NOT currently receiving Daklinza, approve Daklinza. 

Sovaldi 
 
 

1. Genotype 1, 2, or 3 Recurrent HCV Post-Liver Transplant:  If 
the patient is NOT currently receiving Sovaldi, approve Sovaldi. 

2. Genotype 1 Chronic HCV, Adults (≥ 18 years of age):  If the 
patient is NOT currently receiving Sovaldi, approve Sovaldi if the 
patient meets all of the following criteria (A and B): 
A. The patient does not have compensated (Child-Pugh A) or 

decompensated (Child-Pugh B or C) cirrhosis (See Criteria 3); 
AND 

B. The patient has completed a course of therapy with ONE of 
Epclusa (brand or generic), Harvoni (brand or generic), Vosevi or 
Zepatier and has documentation that he/she did not achieve a 
sustained viral response (SVR; virus undetectable 12 weeks 
following completion of therapy) with the respective therapy 
[documentation required]; OR 

3. Genotype 1 Chronic HCV Compensated or Decompensated 
Cirrhosis, Adults (≥ 18 years of age):  If the patient is NOT 
currently receiving Sovaldi, approve Sovaldi if the patient meets both 
of the following criteria (A and B): 
A. The patient has compensated (Child-Pugh A) or decompensated 

(Child-Pugh B or C) cirrhosis [documentation required]; AND 
B. The patient has completed a course of therapy with ONE of 

Epclusa (brand or generic) or Harvoni (brand or generic) and has 
documentation that he/she did not achieve a sustained viral 
response (SVR; virus undetectable 12 weeks following completion 
of therapy) with Epclusa or Harvoni [documentation required]. 

4. Genotype 2 Chronic HCV, Pediatric Patients (age ≥ 12 years 
or ≥ 35 kg):  If the patient is NOT currently receiving Sovaldi, 
approve Sovaldi. 

5. Genotype 3 Chronic HCV, Pediatric Patients (age ≥ 12 years 
or ≥ 35 kg):  If the patient is NOT currently receiving Sovaldi, 
approve Sovaldi. 

6. Genotype 3 Chronic HCV, Adults (≥ 18 years of age):  If the 
patient is NOT currently receiving Sovaldi, approve Sovaldi if the 
patient meets all of the following criteria (A and B): 



A. The patient does not have compensated (Child-Pugh A) or 
decompensated (Child-Pugh B or C) cirrhosis (See Criteria 7); 
AND 

B. The patient has completed a course of therapy with ONE of 
Epclusa (brand or generic) or Vosevi and has documentation that 
he/she did not achieve a sustained viral response (SVR; virus 
undetectable 12 weeks following completion of therapy) with the 
respective therapy [documentation required]; OR 

7. Genotype 3 Chronic HCV Compensated or Decompensated 
Cirrhosis, Adults (≥ 18 years of age):  If the patient is NOT 
currently receiving Sovaldi, approve Sovaldi if the patient meets both 
of the following criteria (A and B): 
A. The patient has compensated (Child-Pugh A) or decompensated 

(Child-Pugh B or C) cirrhosis [documentation required]; AND 
B. The patient has completed a course of therapy with Epclusa 

(brand or generic) and has documentation that he/she did not 
achieve a sustained viral response (SVR; virus undetectable 12 
weeks following completion of therapy) with Epclusa 
[documentation required]. 

Mavyret 
 
 

1. Genotype 1 Chronic HCV:  If the patient is NOT currently receiving 
Mavyret, approve Mavyret if the patient meets the following criteria 
(A and B):   
A. The patient meets one of the following criteria (i or ii): 

i. The patient is treatment-naïve OR the patient has 
previously been treated with pegylated 
interferon/ribavirin, Incivek, Olysio, or Victrelis and 
meets the following criteria (a): 
a) The patient has completed a course of therapy with ONE of 

Epclusa (brand or generic), Harvoni (brand or generic), or 
Zepatier and has documentation that he/she did not 
achieve a sustained viral response (SVR; virus 
undetectable 12 weeks following completion of therapy) 
with the respective therapy [documentation required]; 
OR 

ii. The patient has previously been treated with Daklinza, 
Epclusa (brand or generic), Harvoni (brand or generic), 
or Zepatier and meets the following criteria (a): 
a) The patient has completed a course of therapy with Vosevi 

and has documentation that he/she did not achieve a 
sustained viral response (SVR; virus undetectable 12 
weeks following completion of therapy) with the respective 
therapy [documentation required]; OR 

iii. The patient has previously been treated with Sovaldi + 
ribavirin ± pegylated interferon/interferon OR Sovaldi 
+ Olysio. 

2. Genotype 2 Chronic HCV:  If the patient is NOT currently receiving 
Mavyret, approve Mavyret if the patient meets the following criteria:   
A. The patient meets one of the following criteria (i or ii): 

i. The patient is treatment-naïve or has previously been 
treated with pegylated interferon/ribavirin AND meets 
the following criteria (a): 



a) The patient has completed a course of therapy with Epclusa 
(brand or generic) and has documentation that he/she did 
not achieve a sustained viral response (SVR; virus 
undetectable 12 weeks following completion of therapy) 
with the respective therapy [documentation required]; 
OR 

ii. The patient has previously been treated with Sovaldi + 
ribavirin ± pegylated interferon/interferon. 

3. Genotype 3 Chronic HCV:  If the patient is NOT currently receiving 
Mavyret, approve Mavyret if the patient meets all of the following 
criteria:   
A. The patient meets one of the following criteria (i, ii, or iii): 

i. The patient is treatment-naïve or has previously been 
treated with pegylated interferon/ribavirin AND meets 
the following criteria (a): 
a) The patient has completed a course of therapy with Epclusa 

(brand or generic) and has documentation that he/she did 
not achieve a sustained viral response (SVR; virus 
undetectable 12 weeks following completion of therapy) 
with the respective therapy [documentation required]; 
OR 

ii. The patient has previously been treated with Sovaldi + 
ribavirin ± pegylated interferon/interferon and meets 
the following criteria (a): 
a) The patient has completed a course of therapy with Vosevi 

and has documentation that he/she did not achieve a 
sustained viral response (SVR; virus undetectable 12 
weeks following completion of therapy) with the respective 
therapy [documentation required]. 

4. Genotype 4 Chronic HCV:  If the patient is NOT currently receiving 
Mavyret, approve if the patient meets all of the following criteria: 
A. The patient meets one of the following criteria (i, ii, or iii): 

i. The patient is treatment-naïve or has previously been 
treated with pegylated interferon/ribavirin AND meets 
the following criteria (a): 
a) The patient has completed a course of therapy with Epclusa 

(brand or generic), Harvoni (brand or generic), or Zepatier, 
and has documentation that he/she did not achieve a 
sustained viral response (SVR; virus undetectable 12 
weeks following completion of therapy) with the respective 
therapy [documentation required]; OR 

ii. The patient has previously been treated with Sovaldi + 
ribavirin ± pegylated interferon/interferon. 

5.   Genotype 5 or 6 Chronic HCV: If the patient is NOT currently 
receiving Mavyret, approve Mavyret if the patient meets all of the 
following criteria:   
A. The patient meets one of the following criteria (i or ii): 

i. The patient is treatment-naïve or has previously been 
treated with pegylated interferon/ribavirin AND meets 
the following criteria (a): 
a) The patient has completed a course of therapy with Epclusa 

(brand or generic) or Harvoni (brand or generic) and has 



documentation that he/she did not achieve a sustained viral 
response (SVR; virus undetectable 12 weeks following 
completion of therapy) with the respective therapy 
[documentation required]; OR 

ii. The patient has previously been treated with Sovaldi + 
ribavirin ± pegylated interferon/interferon. 

6. Genotype 1 HCV with Renal Impairment (estimated 
glomerular filtration rate [eGFR] < 30 mL/min or end-stage 
renal disease [ESRD]): If the patient is NOT currently receiving 
Mavyret, approve Mavyret if the patient meets all of the following 
criteria: 
A. The patient meets one of the following criteria (i or ii): 

i. The patient is treatment-naïve or the patient has previously 
been treated with pegylated interferon/ribavirin, 
Incivek, Olysio, or Victrelis and meets the following 
criteria (a): 
a) The patient has completed a course of therapy with 

Zepatier and has documentation that he/she did not 
achieve a sustained viral response (SVR; virus 
undetectable 12 weeks following completion of therapy) 
with the respective therapy [documentation required]; 
OR 

ii. The patient has previously been treated with Sovaldi + 
ribavirin ± pegylated interferon/interferon, or Sovaldi 
+ Olysio, or Daklinza, or Epclusa (brand or generic), or 
Harvoni (brand or generic), or Zepatier. 

7. Genotype 4 HCV with Renal Impairment (estimated 
glomerular filtration rate [eGFR] < 30 mL/min or end-stage 
renal disease [ESRD]):  If the patient is NOT currently receiving 
Mavyret, approve Mavyret if the patient meets all of the following 
criteria: 
A. The patient meets one of the following criteria (i or ii): 

i. The patient is treatment-naïve or has previously been 
treated with pegylated interferon/ribavirin and meets 
the following criteria: 
a) The patient has completed a course of therapy with 

Zepatier and has documentation that he/she did not 
achieve a sustained viral response (SVR; virus 
undetectable 12 weeks following completion of therapy) 
with the respective therapy [documentation required]. 
OR 

ii. The patient has previously been treated with Sovaldi + 
ribavirin ± pegylated interferon/interferon. 

8. Genotype 2, 3, 5, or 6 with Renal Impairment (estimated 
glomerular filtration rate [eGFR] < 30 mL/min or end-stage 
renal disease [ESRD]) Treatment-Naïve or Experienced:  If the 
patient is NOT currently receiving Mavyret, approve Mavyret. 

9. Genotype 1 or 4 HCV, Kidney Transplant:  If the patient is NOT 
currently receiving Mavyret, approve Mavyret if the patient meets all 
of the following criteria: 
A. The patient meets one of the following criteria (i or ii): 



i. The patient is treatment-naïve and meets the following 
criteria: 
a) The patient has completed a course of therapy with Harvoni 

(brand or generic) and has documentation that he/she did 
not achieve a sustained viral response (SVR; virus 
undetectable 12 weeks following completion of therapy) 
with the respective therapy [documentation required].  
OR 

ii. The patient has previously been treated for HCV. 
10. Genotype 2, 3, 5, or 6 HCV, Kidney Transplant:  If the patient 

is NOT currently receiving Mavyret, approve Mavyret. 
11. Genotype  2, or 3 Recurrent HCV post-liver transplantation:  

If the patient is NOT currently receiving Mavyret, approve Mavyret. 
12.  Genotype 1, 4, 5, or 6 Recurrent HCV post-liver 

transplantation:  If the patient is NOT currently receiving Mavyret, 
approve Mavyret if the patient has completed a course of therapy 
with Harvoni (brand or generic) and has documentation that he/she 
did not achieve a sustained viral response (SVR; virus undetectable 
12 weeks following completion of therapy) [documentation 
required]. 

13. Genotype 1, 2, 3, 4, 5, or 6 HCV Liver Transplant Recipients:  
If the patient is NOT currently receiving Mavyret, approve Mavyret.  

Vosevi 
 

1. Genotype 1, 2, 3, 4, 5, or 6 chronic HCV.  If the patient is NOT 
currently receiving Vosevi, approve Vosevi. 

Zepatier 
 
 

1. Genotype 1 Chronic HCV:  If the patient is NOT currently receiving 
Zepatier, approve Zepatier. 

2. Genotype 4 Chronic HCV:  If the patient is NOT currently receiving 
Zepatier, approve Zepatier. 

 
Drug must be sourced from an approved specialty pharmacy provider. 
 
When Policy Topic is not covered        
The oral HCV DAAs are considered not medically necessary when the above criteria is 
not met. 
 
Considerations            
The oral HCV DAAs require prior authorization through the Clinical Pharmacy Department. 
 
This Blue Cross and Blue Shield of Kansas City policy statement was developed using 
available resources such as, but not limited to: Food and Drug Administration (FDA) 
approvals, Facts and Comparisons, National specialty guidelines, local medical policies of 
other health plans, Medicare (CMS), local providers. 
 
Description of Procedure or Service        
Daklinza is indicated in combination with Sovaldi for the treatment of adults with 
genotypes 1 and 3 chronic hepatitis C virus (HCV).2,7  Epclusa is indicated for the 
treatment of chronic HCV in adults with genotypes 1 through 6.8  Harvoni is indicated for 
the treatment of adults and pediatric patients ≥ 12 years of age or weighing ≥ 35 kg with 
genotypes 1, 4, 5, and 6 chronic HCV.1  Mavyret is indicated for the treatment of adult 
patients with chronic HCV genotype 1, 2, 3, 4, 5, or 6 infection without cirrhosis or with 
compensated cirrhosis (Child-Pugh A).22  Mavyret is also indicated for the treatment of 



adult patients with HCV genotype 1 infection who have previously been treated with a 
regimen containing an HCV NS5A inhibitor or an NS3/4A protease inhibitor (PI), but not 
both.  Mavyret is additionally indicated in kidney and liver transplant patients with specific 
dosing for these patient populations.  Sovaldi is indicated for the treatment of adults with 
genotypes 1, 2, 3, and 4 chronic HCV in combination with ribavirin or pegylated interferon 
+ ribavirin (PR).2  Sovaldi is also indicated in pediatric patients ≥ 12 years of age or 
weighing ≥ 35 kg with genotypes 2 or 3 chronic HCV in combination with ribavirin.  Vosevi 
is indicated for the treatment of adult patients with chronic HCV infection without cirrhosis 
or with compensated cirrhosis (Child-Pugh A):  Who have genotype 1, 2, 3, 4, 5, or 6 
infection and have previously been treated with an HCV regimen containing an NS5A 
inhibitor; and for patients with genotype 1a or 3 infection and who have previously been 
treated with an HCV regimen containing Sovaldi without an NS5A inhibitor.21  Zepatier is 
indicated for the treatment of adults with genotypes 1 and 4 chronic HCV.6  Daklinza, 
Epclusa, and Harvoni are also indicated in individuals with decompensated liver disease in 
combination with ribavirin.  Daklinza and Harvoni (in adults) are indicated in post-
transplant recurrent HCV (see respective prescribing information for details).   
 
Rationale             
Prior authorization is required to ensure the safe, clinically appropriate and cost effective 
use of HCV DAAs while maintaining optimal therapeutic outcomes.  The standard of care 
for all genotypes is all-oral therapy. 
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Billing Coding/Physician Documentation Information    
NA Oral HCV DAAs are considered a pharmacy benefit 

 
Additional Policy Key Words         
N/A 
 
Policy Implementation/Update Information      
12/2018 New Policy titled “Hepatitis C Virus (HCV) Direct Acting Antivirals(DAAs).  This 

policy replaces the various separate policies for each of the individual HCV 
DAAs and updates the changes in preferred and non-preferred agents.  



Genotype 1:  Zepatier moved to preferred, Mavyret moved to non-preferred, 
Viekira Pak and Viekira XR removed from targeting. 
Genotype 2:  Mavyret moved to non-preferred. 
Genotype 3:  Mavyret moved to non-preferred. 
Genotype 4:  Zepatier moved to preferred, Mavyret moved to non-preferred, 
Technivie removed from targeting. 
Genotype 5 or 6:  Mavyret moved to non-preferred. 

12/2019 Annual review – no changes made 
12/2020 Annual review – no changes made 
08/2021 Added Viekira to list of non-preferred options for genotype 1 
12/2021 Annual review – no changes made 
12/2022 Annual review – no changes made  

 
               
 
State and Federal mandates and health plan contract language, including specific 
provisions/exclusions, take precedence over Medical Policy and must be considered first in 
determining eligibility for coverage.  The medical policies contained herein are for informational 
purposes.  The medical policies do not constitute medical advice or medical care.  Treating health 
care providers are independent contractors and are neither employees nor agents Blue KC and are 
solely responsible for diagnosis, treatment and medical advice.  No part of this publication may be 
reproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, 
photocopying, or otherwise, without permission from Blue KC. 
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